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DEPARTMENT  OF  HEALTH, 
EDUCATION,  AND  WELFARE 
FOOD  AND  DRUG  ADMINISTRATION 
(DOCKET  NO.  75N-0211) 

PRIVACY  ACT  OF  1974 
AMENDMENT  TO  NOTICE  OF  SYSTEMS  OF 
RECORDS 

The  Commissioner  of  Food  and  Drugs  is  amending  the  Notice  of 
Systems  of  Records  of  the  Food  and  Drug  Administration, 
pubUshed  in  the  FEDERAL  REGISTER  of  August  27.  197S  (40  FR 
39073),  to  include  two  additional  systems  of  records  not  described 
in  that  notice;  Employee  Conduct  Investigative  Records  (FDA-13) 
and  Service  Contractor  Employee  Investigative  Records  (IDA-14). 
Public  comment  is  invited  on  the  routine  uses  of  records  in  these 
systems. 

The  FDA  systems  that  are  the  subject  of  this  notice  have  been 
proposed  to  be  exempted  from  certain  requirements  of  the  Privacy 
Act  because  they  include  investigatory  material  compiled  for  law 
enforcement  purposes,  including  criininal  law  enforcement  pur¬ 
poses,  or  compiled  solely  to  determine  suitability,  eligibility  or 
qualification  for  Federal  civBian  erhployment,  notary  service. 
Federal  contracts,  and  access  to  classified  information.  The  exemp¬ 
tion  was  proposed  as  Sec.  7.61(b)(3)  of  FDA’s  proposed  regulations 
to  implement  the  Privacy  Act  (21  (^FR  7.61(bX3)),  published  in  the 
FEDERAL  REGISTER  of  August  27.  1975  (40  FR  39388).  The 
proposed  exemption  referred  to  the  records  in  the  two  systems  in 
this  notice  as  “Employee,  consultant,  and  contractor  security  and 
investigative  records  that  are  the  subj^  of  a  Department  notice,  to 
the  extent  that  these  files  are  maintained  by  the  Food  and  Drug  Ad¬ 
ministration.”  The  final  FDA  isolations  will  substitute  the  two 
names  given  in  this  notice  for  the  records  in  question,  distinguish¬ 
ing  contractor  records  from  those  dealing  with  regular  and  qwdal 
government  employees.  White  the  FDA  record  systems  that  are  the 
subject  of  this  notice  are  related  to  record  systems  that  are  the  sub¬ 
ject  of  notice  by  staff  offices  of  the  Office  of  die  Secretary,  De¬ 
partment  of  Health,  Education,  and  Welfare,  also  published  in  the 
FEDERAL  REGISTER  of  August  27.  1975  (40  FR  38391),  it  has 
been  determined  that  FDA  needs  to  publish  notice  of  the  FDA 
records  since  they  are  not  described  ad^uately  in  the  Office  of  the 
Secretary  notice. 

Interested  persons  may,  on  or  before  (insert  date  30  days  after 
date  of  publication  in  the  FEDERAL  REGISTER),  submit  to  the 
Hearing  Clerk,  Food  and  Drug  Administration,  Rm.  4-65,  5600 
Fishers  Lane,  Rockville,  MD  2M52,  written  comments  (preferably 
in  quintuplicate  and  identified  with  the  Hearing  Cl^  docket 
number  found  in  brackets  in  the  heading  of  this  document)  regal¬ 
ing  this  notice.  Received  comments  may  be  seen  in  the  above  (rffice 
during  working  hours,  Monday  through  Friday. 

Dated:  October  8,  1975. 

William  F.  Randolph 

Acting  Associate  Comatissioaer  for  Comptiutce 

Privacy  Act  Record  Systems  maintained  by  the  Food  and  Drug 
Administration. 

13.  Employee  Conduct  Investigative  Records. 

14.  Service  Contractor  Employee  Investigative  Records. 

FDA-13 

System  name;  Employee  Conduct  Investigative 
Records-HEW/FDA. 

System  location:  Policy  Management  Staff,  Associate  Commis¬ 
sioner  for  Administration  (HFA-^),  Rm.  10-90,  5600  Fishers  Lane, 
Rockville,  MD  20852. 

Categories  of  individnals  covered  by  the  system:  Era|rioyees  or 
former  employees,  or  special  Government  employees  of  FDA  ^o 
are  alleged  to  have  violated  FDA  or  Departmental  regulations 
and/or  Federal  statutes. 

Categories  of  records  in  the  system:  This  system  includes  recwds 
relating  to  correspondence  concerning  an  individual’s  employment 
status  or  conduct  while  employed  by  FDA.  Examides  of  these 
records  include:  Correspondence  from  employees.  Members  of 
Congress,  and  members  of  the  public  aUeging  misco^uct  by  an  of~ 
ficial  of  FDA.  It  also  contains  reports  of  investigation  to  re^ve  al¬ 


legation  of  misconduct  or  vitdation  of  statute,  with  related  exhibits 
of  statements,  affidavits,  or  records  obtained  during  the- investiga¬ 
tion;  reports  of  action  taken  by  management  deciding  action  on  any 
misconduct  substantiated  by  the  investigation;  and  reports  of  legal 
action  resulting  from  violations  of  statutes  referred  for  prdsecution. 

Anthwlty  for  maintenance  of  die  system:  5  U.S.C.  301;  18  U.S.C. 
201,  203,  205,  207,  208,  209,  1905;  21  U.S.C.  331;  28  U.S.C.  535(b); 

44  U.S.C.  3101;  Executive  Order  10450  and  11222;  45  CFR  Part  73. 

RootlBe  uses  of  records  maintained  in  the  system,  including  catego¬ 
ries  of  nsers  and  the  pniposes  of  sod  uses:  Disclosure  may  be  made 
to  the  Department  of  Justice  or  State  or  local  law  enforcement 
agencies,  in  connection  with  a  violation  or  potential  violation  of 
law,  and  in  connection  with  requests  for  le^  advice.  Disclosure 
may  be  made  during  administrative  or  judiciid  proceedings.  Disclo¬ 
sure  may  be  made  to  other  Government  agencies,  i.e..  General  Ser¬ 
vices  Administration,  Civfl  Service  Commission,  Consumer  Product 
Safety  Commission,  Securities  and  Exchange  Commission.  Depart¬ 
ment  of  Treasury,  etc.,  as  necessary  to  report  apparent  violations 
of  law.  Disclosure  may  be  made  to  authorized  investigative  offices 
of  other  Federal  and  State  agencies  in  connection  with  background 
and  security  clearance  procedures  or  when  the  subject  is  under  in¬ 
vestigation  for  employment  or  suspected  violation  of  die  law. 

Polkies  and  practices  for  storing,  retrieving,  accessing,  retaining, 
and  disposing  of  records  in  die  system: 

Storage:  Paper  records,  folders,  and  in  file  cabinets. 

Retrievability:  Alphabetical  by  name.  Used  within  FDA  for 
IMTOviding  management  with  information  needed  to  take  action  on 
complaints  or  aUeged  violations.  May  be  referred  to  the  Office  of 
Investigations  and  Security,  Office  of  the  Secretary,  Department  of 
Health,  Education,  and  Welfare,  and  disQlosures  may  be  made  by 
that  office. 

Safegnards:  Records  are  maintained  in  locked  file  cabinets  within 
a  lock^  file  room  or  in  a  safe  within  a  secured  area. 

Retention  and  disposal:  Records  are  retained  until  death  of  sub¬ 
ject  individual. 

System  managerfs)  and  address:  Director,  Policy  Management 
Staff,  Associate  Commissioner  for  Administration  (HFA-20),  Rm. 
10-90,  5600  Fishers  Lane.  RockvUle,  MD  20852. 

Notificatioa  procedure:  FDA  Privacy  Coordinator  (HF-50),  Food 
and  Drug  AdinWstration,  5600  Fishers  Lane,  Rockville,  MD  20852. 

Record  access  procedures:  Same  as  notification  procedure  (some 
material  is  exempt  from  access  and  contest). 

Contesting  record  procedures:  Same  as  notification  procedure 
(some  material  is  exempt  from  access  and  contest). 

Record  source  categories:  Information  in  this  system  of  records  is 
obtained  from  FDA  personnel  and  records,  subects  of  investiga¬ 
tions,  complaints,  witnesses,  other  Federal  i^ncies.  State  and 
local  agencies,  and  personal  observation  by  the  investigator. 

Systems  exmnpted  from  certain  provisiotts  of  the  act:  This  system 
is  exempt  from  access  and  contest  and  certain  other  provisions  of 
the  Privacy  Act  (5  U.S.C.  552a(cX3),  (dXD  to  (4),  (eX3),  (eX4XG)  to 
(H),  and  (f))  to  the  extent  that  it  indues  investi^tory  material 
conned  for  law  enforcement  purposes,  including  criminal  law  en¬ 
forcement  purposes,  or  investimtory  material  ^t  would  reveal 
confidential  sources  compiled  smely  for  the  purpose  of  determining 
suitability,  eligibility,  or  qualifiedion  for  Federal  civilian  employ¬ 
ment,  m^tary  service,  Fedteral  contracts,  or  access  to  classifi^  in¬ 
formation. 

FDA-14 

System  naase:  Service  Contractor  Employee  Investigative  Records 
System  location:  Policy  Management  Staff,  Associate  Commis¬ 
sioner  for  Administration  (HFA-M),  Rm.  10-90,  5600  Fishers  Lane, 
Rockville.  MD  20852. 

Categories  of  iudividuals  covered  by  ttw  sjratem:  Employees  of  ser¬ 
vice  contractors  who  must  have  access  to  FDA  secured  areas  or 
FDA  file  material;  emidoyees  of  contractors  who  provide  janitorial, 
guard,  and  maintenance  services  for  FDA  facilities. 

Categories  of  records  In  the  qntem:  This  system  includes  reewds 
of  pre-employinent  checks  of  indivkluals  who  will  have  access  to 
FDA  faeffities  during  security  hours  and  correspondence  concern¬ 
ing  an  mdivkhial’s  employment  status  or  conduct  while  having  such 
access.  Examples  cA  suiA  correspondence  include  Reports  of  In¬ 
vestigations  to  resdve  allegations  of  misconduct  or  of  violations  of 
law,  with  related  exb&its  of  statements,  affidavits  or  records  ob- 
taii^  during  the  investigation;  retorts  Of  action  taken  by  manage- 
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meat  deciding  action  on  any  misconduct  substantiated  by  the  in¬ 
vestigation;  and  reports  of  legal  action  resulting  from  violations  of 
statutes  referred  for  prosecution. 

Authority  for  maintenance  of  the  system:  S  U.S.C.  301;  18  U.S.C. 
1905;  21  U.S.C.  331;  44  U.S.C.  3101. 

Routhw  uses  of  records  maintained  in  the  system,  incinding  catego¬ 
ries  of  users  and  the  purposes  of  such  uses:  Disclosure  of  these 
records  may  be  made  to  the  contractors.  Disclosure  may  be  made 
to  the  Department  of  Justice  or  State  or  local  law  enforcement 
agencies,  in  connection  with  actual  or  potential  violation  of  law, 
and  in  connection  with  requests  for  legal  advice.  Disclosure  may  Im 
made  during  administrative  or  judicial  proceedings.  Disclosure  may 
be  made  to  other  agencies,  i.e..  General  Services  Administration, 
Civil  Service  Commission,  Consumer  Product  Safety  Commission, 
Securities  And  Exchange  Commission,  Department  of  Treasury, 
etc.,  as  necessary  to  report  apparent  violations  of  law.  Disclosure 
may  be  made  to  authorized  investigative  offices  of  other  Federal 
agencies  in  connection  with  background  and  security  clearance 
procedures  or  when  the  subject  is  under  investigation  for  employ¬ 
ment  or  suspected  violation  of  the  law. 

Policies  and  practices  for  storing,  retrieving,  accessing,  retaining, 
and  disposing  of  records  in  the  system: 

Storage:  Paper  records,  folders,  and  in  file  cabinets. 

Retrievriiility:  Alphabetical  by  name.  Used  by  the  Food  and  Drug 
Administration  to  determine  if  ^e  employees  of  service  contractors 
shall  have  access  to  FDA  facilities.  Used  within  FDA  for  providing 
management  with  information  to  take  action  on  complaints  or  al¬ 
leged  violations.  May  be  referred  to  the  Office  of  Investigations 
and  Security,  Office  of  the  Secretary,  Department  of  Health,  Edu¬ 


cation,  and  Welfare,  and  disclosures  may  be  made  by  that  office. 

Safeguards:  Records  are  maintained  in  locked  file  cabinets  within 
a  locked  file  room  or  in  a  safe  within  a  secured  area. 

Retention  and  disposal:  Records  are  retained  until  death  of  sub¬ 
ject  individual. 

System  managerfs)  and  address:  Director,  Policy  Management 
Staff,  Associate  Commissioner  for  Administration  (HFA-20),  Rm. 
10-90,  5600  Fishers  Lane,  Rockville,  MD  20852. 

Notification  procedure:  FDA  Privacy  Coordinator  (HF-50),  Food 
and  Drug  Adnunistration,  5600  Fishers  Lane,  Rockville,  MD  2(M52. 

Record  access  procedures:  Same  as  notification  procedure  (some 
material  is  exempt  from  access  and  contest). 

Contesting  record  procedures:  Same  as  notification  procedure 
(some  material  is  exempt  from  access  and  contest). 

Record  source  categories:  Information  in  this  system  of  records  is 
obtained  from  industrial,  employment  and  police  records,  subjects 
of  investigations,  complaints,  witnesses,  other  Federal  agencies. 
State  and  local  agencies,  and  personal  observation  by  the  investiga¬ 
tor. 

Systems  exempted  from  certain  provisions  of  the  act:  This  system 
is  exempt  from  access  and  contest  and  certain  other  provisions  of 
the  Privacy  Act  (5  U.S.C.  552a(cK3),  (dXD  to  (4),  (cX3),  (eX4XG)  to 
(H),  and  (f))  to  the  extent  that  it  i^udes  investigatory  material 
compiled'for  law  enforcement  purposes,  including  criminal  law  en¬ 
forcement  purposes,  or  investigatory  material  Uut  would  reveal 
confidential  sources  compiled  solely  for  the  purpose  of  determining 
suitability,  eligibility,  or  qualification  for  Federal  civilian  employ¬ 
ment,  military  service.  Federal  contracts,  or  access  to  classified  in¬ 
formation.  > 
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